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(54) JELUED MEDICINAL COMPOSITIGN FOR ORAL ADMlNiSTRAHON 



(57) A medical conposttion for oral administration is 
formulaied into a jeiiied torm preferably using a base 
containing carrageenan. locust bean gum. and poly- 
acrylic acid or a partly neutrafized paxiuct or salt 
thereof. The jellied medkal composition for oral admin- 
istration is contained in a disposable container made of 
a synthetic resin and oorrposed of a shell t>eing deform- 
able under forcing and capatile of containing the com- 
position ihereirK a ring neck wHh a smaD diameter 
connected to the shell, and a handle sennng as ttie 
closed end of the neck and connected to the neck In a 
breakable manner, wherein the neck is opened to pro- 
vkle a spout tor pouring the composition when the han- 
dle is broken away from the neck. 



FIG. 1 
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Descrfption 

Technical Field 

The present invention relates to a jellied medical oonposition for oral adnwiistraiion, specifically to a jellied nnedical 
compositicn lor oral admir^slration which Is easily taken t>y patients of advanced age or patients with dysphagia, more 
specifically to a jellied medical conpceition for oral administration which does not easily cause syneresls and retains 
preservation stability at the medical level in terms of maintenance of appearance and pH of the composition and voan- 
tenance of dispersitxiity and the contents of the effective components in the conpositionp and further to a jellied medical 
composition for oral administration packed in a disposable container a predetermined dose of which can be taken with 
solidity appropriate for swallowing and with good texture, which is suitable for inrprovement of cmpliance. 

Background Art 

In future medicine, it is indispensable to solve medical problems in the aged society. One of the problems of such 
medicine for the aged is great difficulty for patients with advanced age in taking any of the currently used dosage forms 
of medk^al oompo$ftk>ns for w al administration. Patients with dysphagia have also been suffering from this problem that 
it is difficult to take a medical composition for oral adnurostration. 

For example, the medical composittons for oral administration listed in the general medical preparations of Japa- 
nese Pharmacopoeia include tablets, capsules, piiis. powders, liqukl syrup, and the lOce. Such dosage forms are not 
easily taken by patients of advanced age, partkxilarly patients with dysphagpa. Among these, liquid and synp prepara- 
tions are easiy taken by them as compared with the other dosage forms. However, because of Squid, there are prob- 
lems to be overcome, when fornulating into dosage forms, such as masMng of bitterness of effective components, ttieir 
dispersfeiiity and stability. Particularly, patients with dysphagia canrxst take such a meefical conpoGitk>n because they 
are choked by water. Ho el aJ. (Monthly Pharmaceutical. Vbi. 37. Na 11. p45-49 (1996)) reported that patients with 
advanced age cannot easily take tablets or capsules depending on their sizes. Thus, i^ 
phamnaceutical preparatfons that are easily taken by patientB of advanced age or patients with dysphagia. 

In order to solve the above problerns for patients of advanced age. Itoetal. proposed to use liquid preparelkxis hav- 
ing high viscostty as one of the medical preparations for them (Monthly Pharmaceutical. Vol. 37. Na 1 1 , p45-49 (1995)). 
Another report (Clinical Nutrition. Vol. 79. Kkx 1. p22-39 (1991)) describes that liquki preparatxjns having high viscosity 
are favorably used as one of the dosage forms of medk»l preparatkyis that can be easily taken by patients with dys- 
phagia. Thus, from general viewpoints^ it has been oonskf ered that liquid preparations having high viscosity are appro* 
priate as adosage form of medical preparattons for oral adminisiration thatcanbeeasilytakenby patients off advanced 
age arxl patients with dysphagia. 

Actually for clinical use for. it was reported that as nosocomial medldnes, a hi^ly viscous iquid pharmaceutical 
preparation was prepared usually using one or two or mae of gelatin, pectia xanlhan gum, carrageenan. and the like 
ipon use or with the short applicable term to admmister it to patients who could not easily take usually used medical 
preparations lor oral administratkxi (Medical Care and New Drugs. Vol. 13. Ho. 11. p208-2l4 (1994). Phanmacy. Vol. 
42. No. 1 1. P63-S9 (1991)). However, even the above-described highly viscous liquid pharmaceutical preparations are 
still unsatisfactory in easiness to take. Further, ihese preparations are used only for a Mted penod of short time since 
it is dHficutt to secure their long-tenn stabUity. m other words^ there are such problems thai the viscous pharmaceutical 
preparati ons cannot keep viscosity to become an aqueous state, that their original appearances are dNncult to maintain, 
and that thek preservation stability inducing maintenance of the contents of the efflective conponents is not sufTcient. 
Accordingly, it has been desired to develop a medical composition for oral adnvnistration free from the above problems 
including insufficiency in easiness to take the Nghly viscous liquid preparatfons and poor preservation stability of them. 

On the other hand, it is not krwwn so far that a medical preparaikm fbr oral adritin^ 
form. Edible jeWed compositfons include eweet jellies used in food industry, which are prepared usualy using as a base 
one or two or more of gelatin, pectin, xantfian gum. carrageenan. locust bean gum, mannnan. and the like. Their 
appearances are secured usually for about one year under presen^on al room temperature or in a cool plaoe. How- 
ever, none of tiiem can keep preservatkxi stability in terms of pH and the contents of the effective components in addi- 
tion to appearance at the medical level tests (for example, the preservation test at room temperature for three years, or 
an acceleration test at 40^C and 75% RH for six montiis). 

As desabed above, there has been no case of using pharmaceutical preparations for oral administration i n a jelfied 
form as a dosage form that can be easily taken by patients of advanced age or patients with dysphagia Further, at 
present no base used for such a jeflied pharmaceutical preparation for oral adminisiration is available, which shows 
preservatkm stability in temis of maintenance of appearance and pH of ttie formulated jellied composition and mainte- 
nance of (fispersibility and the contents of the effective components in tfie composition, stability of which is bearable to 
the medical level tests, such as a preservation test at room temperature for three years, or an acceleration test at 40^0 
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arxl 75% RH tor s« months. In acldition, there is no intormation about a disposable container havi^ 

it possible to take such a jellied medical composition tor oral adnwiistration with solidity appropriate tor svvallowing and 

with good texture, and Id imprcve compliance. 

5 DIgfilggMre pf the InvgQtiqn 

The present invention was made to sbh/e the above p r obl ems and an object of the present invention is to preside a 
jellted medical composition for oral administration, which is easfly taken by patients of advanced age or patients with 
dysphagia, spedficaily a jelfied medical composition tor oral administration which does not easily cause syneresis and 

w retains preservation stability at the medicai level in terms of maintenance of appearance and pH of the composition and 
maintenance of dispersit>ilrty and the contents of the effective components in the oonrposition. and further a jellied med- 
ical compositton tor oral administration packed in a disposable container, whose predetermined dose can be taken with 
solidity appropriate tor swallowing and with good texture, which is suitable tor improvement of compliance. 

As a result of imensive Investigation to achi we the abwe object, the present inventors confimied thai the medical 

r 5 composition for oral administration can be easily taten by patients of advanced age or patients with dysphagia by mak- 
i ng it a jellied form. Further, it was found that preservatton stabiltty can be secured at the medical level in terns of main- 
tenance of appearance and pH of the composition and maintenance of disperstMlity and the contents of the effective 
components in the oomposition. txf preparing the alx>ve-desaibed jellied medical compositicn tor oral administratton 
together with carrageenan and locust k>6an gum as a base. preferat)ly wHh polyacrytic ackJ or a partly neutralized prod- 

20 ucts or sahsthered in addition to the above components so that syneresis hardy occurs Furthernxxe. itwasfoundthat 
the iellied nrradical composition for oral admintstratton can be taiwn at a predetermined doee with soltoity appropriate 
for swallowing and with good texture and can improve compliance, by packing the jellied medtoal composition for oral 
administration in a disposak)le container having a specific shape. Thus, the pressnt invention was completed. 
Namely, the present invention provides a jellied medical composition tor oral administration. 

25 The j elly base of the jeUied medical composition tor oral acMnistratton of the present invention is fveferably a base 
containing carrageenan and tocust bean gum. In the case of using a base containing cafrageenan and locust bean gum 
as a jelly base for the compositton of the present i nvention. the contents of carrageenan and tocust bean gum are pref- 
erably 0.01 to 1 .0 wt% and 0.01 to 1 .0 wt%. respectively, based on the total weight of the composition. 
The jellied medical conrposition for oral administration of the presem invention nwe pr^ 

30 acid or its partly neutralized products or salts thereof, preferably soduim polyacrylate. in adoRlton to canrageenan and 
locust bean gum as described above used as a base, to this case, the coment of polyacryfic add or its partly ne^^ 
products or salts preferably ranges from 0.005 to 0.05 wt% based on the total weight of the composition. 

The present inventton also provides a jeUied mecfical conripositton packed in a disposable container which is made 
of a synthetK resin and composed of a shell being deformable under forcing and capable of containing the jellied med- 

^ leal composition for oral administratton thereia a ring neck with a small diameter connected to the shell, and a handle 
serving as the ck»ed end of the neck and connected to the neck in a breakable nranner. wher«^ 
provtoea spout tor pouring the jellied niedtoal conrpositton for oral administratton whenthehandte is broken aw^ from 
the neck. 

With respea to the above jellied medical compositton for aal administratton packed in the disposable container of 
40 the presem inventton, rt is preferabto to make the oontem of the jellied medical composition for oral administraiion in the 
disposable oontainsr equal to a dose of the compositton and to make the diameter of the spout formed when the handle 
of the disposatsle ccvrtainer is broken away from the neck 1 to IS mm 

The present invention will be described in detail betow. 

45 (1 ) The jellied medical conposition for oral administration of ttie present inventton 

The jellied medical composition for oral administration of the present invention is characterized by being a jelGed 
form Any medical compositton for oral administratton formulated into a jellied form is included in the jeied nradical 
composition for oral administratton of the present invention without particulariy being imited. The jelled compositton 
50 usually has such a structure that a dispersion medium of the base is retained in the pit of the skd 
composed of the base. In the jeOiedntedicalcompositon for oral administration of the presert 
tically effective ingredient is contained to the solved, cfispersed. suspended, or the like state in ttie atMve^escrtoed dis- 
persion medium. 

Any base usually used for jellied conrposittons for food can be used as the base to be used 
55 conposition tor oral administration of the present invention without particulariy being limited. Such a base may be one 
or two or more selected from, for example, gelatin, pectin, xanthan gum. carrageenan. locust bean gum. mannan. or 
the like. Among these, it Is preferable to use a base containing carrageenan and locust bean gum in the jellied medical 
conposition for oral administraiion of the present inventton in view of preservatton slabirity. 
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Tbe abowe-cJescribed carrageenan includes ic. and k type. Though any of these types of carrageenan can be 
used in the jellied medical connposition for oral administration of the present invention, ic-carrageenan is preferably 
used. The content of carrageenan in the jellied medical composition for oral administration of tfie present invention 
ranges preferably from 0.01 to 1 .0 wt%. more preferably from 0.05 to 0.7 wt%. most preferably from 0.08 to 0.5 wfit, 

5 based on the total weight of the medical composition. 

Locust bean gum usually used as a base in jellied compositions is used m the jellied medical composition for oral 
administration of the present invention without particularly being limited. The content of locust bean gum in the jeltied 
medical composition for oral administration of the present invention ranges preferably from 0.01 to 1 .0 wt%, more pref- 
erably from 0.05 to 0.7 w(%» most preferably from 0.08 to 0.5 wt%. based on the total weight of the medical composition. 

10 In the jellied medical composition for oral admmistralion of the present invention, il is preferable to use a base con- 
taining carrageenan and locust bean gum as described above fbr retaining preservation stability. More preferably, the 
base further contains polyacrylic add or a partly neutralized product or salt thereof (hereinafter generically referred to 
as "polyaaylic acid compoundT in view of preservation stability. In the case of adding a polyacrylic add conpound to 
the jetfied medical composition for oral administration of the present invention, one Wnd thereof can be added alone, or 

15 two or more thereof can be added in combination. The polyacrylic acid compound preferably used in the base of the 
jelNed mecfical composition for oral administration of the present invention is sodium poiyacrylale. which is one of salts 
of polyacrylic add. 

The polyacrylic add compound can be used in the jellied medical oonposition for oral edministrstion of the present 
invention in any amount as long as the amount is generally falen within the range accepted as an additive for use in 
20 medical composrtions. Specifically, the content of the polyacrylic acid conpound ranges preferably from 0.005 to 0.05 
wt%. more preferably from 0.008 to 0.04 wt%. most preferably from 0.01 to 0.02 wt%. based on the total weight of the 
mecfical composition. 

Further, in addition to the stove three conponents. the base of the jellied medical composition for oral adn^nistra- 
tion of the present invention nray contain the compounds conventionally known to be used as a base in jellied com- 
25 pounds. 

As tiie dispersion medium for the base, wfiich is contained in the jeffied mec£ca) conposition for oral administration 
of the present invention so that the dispersion medium of the base is retained in the pit of tiie skeleton of ttie solid phase 
conposed of tiie t^ase. any liquid can be used as long as it is generally acceptable as additives for medidnes. it can be 
orally administered, and the base can be dispersed therein at an appropriate temperature In the dsperdon medium 

30 retained in the pit of the skeleton of the solid phase composed of ttie base, vartous arbitrary components can be con- 
tained in the solved, dispersed, suspended, or the like state as Mell as the above^tescribed medically effective compo- 
nents. Specif icatly, tiie dispersfon medium used in the jellied medical composition for oral admlnistiation of the present 
invention is exempWied by water or a mixed solution of water and polyhyciric alcohol. Exanples ol polyfydric alcohol 
indude glycerol, propylene glycol, and the like. 

35 As the medically effective conponents contained in the jellied medteal composition for oral adnfu'nistration of the 
present invention, any medkaBy effective components can be used, without particUarfy being limited, as tong as tfiey 
are used as tiie mecficafly effective conponents in tiie usual medk»l compositions for oral administratioa The medk^aly 
effective components may be contained in tfie jellied medical composition for oral administration m such an amount ttiat 
each effective component can be taken at an appropriate dose when patients take a predetermined anrwunt d the com- 

40 position. In addition to tiie above components, the jellied medical conposition for oral administration of the present 
Invention may further contain various arbitrary components that are acceptab l e as the additives fbr medldnee and can 
be orally administered, including a stabilizer, a buffering agent, a sweetener, an emulsif ier. a dispersant. a preservative, 
an aromatic, and tiie like, if required. 

Exanples of the stabffizer indude ascorbfo acid, sodum edetate. tocopherol, and ttw like. Examples of tiie buffer- 

45 ing agent indude potassium chlorkfe. sodium chforkle. dtrk: add. sodium dtrate. dipotasskjm phosphate, sodium phos- 
phate, and ttie like. Examples of the sweetener indude sodium sacdiann. puriTted sugar. D-sorbitol. D-mannitd. and 
the lika Examples of the emulsifier include polyoxyethylene80rt)itan monooleate, sodium lauryl sultete. and the Kke. 
Exanples of the dispersant indude water-soluble polymers such as cartxwymethyteellulose, sodium alginate, hydroxy- 
propyteellulose. hydroxyetiiylcellutose. and tiie like. Exanples of the preservative indude ethyl paraoxybenzoate (ettiyl 

so paraben). methyl paraoxybenzoate (mettiyl paraben). and ttie like. Examples of tiie aromatic indude flavors, essential 
dl. and the fike such as menthols or fruit juica 

The jeflied medkal conposition for oral administi'ation of the present invention can be prepared by the same 
mettiod as the preparation metiwd for tiie conventionally used jellied conposition except for adding the above- 
desaibed components. Specifically, ttie base for tiie jellied conposition is dispersed in the dispersion niediuni 

55 appropriate temperature, the medically effective components are dissolved, dispersed, or suspended ttierein with reg- 
ulating tiie temperature, and. thereafter, tiie mixture Is cooled to cause gelatioa In the preparation of tiie composition 
of tiie present invention, the above artrtrary conponents can be added at any time before gelation of tiie jellied medteal 
conposition for oral administration of tiie present inventfon. for exanple, at the time of dispersing tite base in tiie dlsp 
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peision mediuin or at the time of adding the medicatly effective confY)onents in the dispersion thus prepared. 

Further, the nfwthod of preparing the ielied medical composition for oral administration of the present invention is 
specif ically exemplified as fottows. Rrst an appropriate amourt of warm water having a temperature of from 80 to 90*C 
is added as the dispersion medium to the atwve base and the aft)itrary components to disperse, dtesolve. or suspend 

5 them by stirring with a stirrer or a vacuum stirrer. Altemativeiy. an appropriate amount of water is added at a room tem- 
pmlure as the dispersion medium to the t»se and tfte art)itrary components ¥vhich are dspersed, dssolved. or sus- 
pended therein by heating the resulting mixture to 80 to 90% under sirring with a stirrer or the like. The stinrer and the 
vacuun stirrer to be used are preferably models bearable to heat. Then, the thus-obtained dispersion, solution, or suSp 
pension is cooled to 65 to SS'^C and the medically effective components are added thereto followed by stirring. This is 

10 allowed to stand at ordinary temperature for 1 to 2 hours, or at 10*C or lower for about 1 hour, though it depends on the 
volume, to make the liquid gelled to give the jellied medical composition for oral administration ol the present inventioa 
Upon the gelation in the preparation of the above-described jenied medical composition lor oral administration of 
the present invention, the composition is divided into a dose in advance to thereby improve convenience of administra- 
tion. Further, the medical preparation having a dosage form further excellent In easiness to be taken and use can be 

15 obtained by incorporating a dose of the composition in the disposat}ld container as descrS)ed t>elow. 

According to the preserrt invention, medical compositions tor oral administration are made to be easily taken by 
patients of advanced age and patients with dysphagia by maWng them into a jeHied form. When the medically effective 
con^xyients contained in the jellied medical conposition for or^ administration of the present invention have taste that 
is not to be easily taken like bitterness, the present inverttion is renr^arkably excellent in an effect to mask the taste to 

20 make it to k>e easily taken. Since the medical composition for oral administration of the present inventfon is in the jeiied 
form, the medically effective conponents neither aggregate nor prec^itate H they are insoluble in the dispersion 
medium of the base. Thus, this is the medical conposition tor oral administration remarkably excellent In dispersibifity. 

Further, the jetfied medical conposition for oral aclministration of the present irwention comprising a base having 
such a specific conposition as containing carrageenan and locust bean gum, preferably poiyacrylic add or a partiy neu- 

25 tralizad product or salt thereof in addition to the aboifeconponerts is a jellied medico 

tion having secured preservation stability at the medcal level in terms of maintenance of appearance and pH of the 
conposition and iraintenance of disperstoility and the contents of the active ingredients in the composition. This jeiied 
medical compositton fbr oral administration of the present invention enables admtnislration of the jelfied medtoal com- 
position tor oral administration to patients of advanced age and patients with dysp^ 

30 the hospital and administering within the short perkxi of the appfication and thus enables domestic use within generally 
long-term period. 

Among the jelly base used in tiie atx)v&<Je5crbed jellied medical con p osition tor oral administration of the present 
invention, the jelly base containing carrageenan, locust bean gum. and polyaaylic acto a a partiy neutralized pnxijct 
or salt thereof has the novel composition. The jelfied composition obtained by using this jeOy base does not easily caise 
35 syneresis and is excellent in presentation stability as oorrpared wHh the conventionally known jellied conpositions. 
Such a jelly conposition can be ^pKed to the jellied oomposltions other than the jeOied medical conposition for ocd 
administration of the present invention, such as food, cosmetics, agrictiturdi cherrucals* mSsceOaneous goods, with 
being suitably applied to food. 

40 (2) The jelfied medfcal composition tor oral administration packed in a disposable container accoiding to the present 
invention 

The jelfied medtoai conpoatiai tor oral adminislratian packed in a disposable container according to the present 
invention is provWed to Inprove easiness to take and safety of the aboveKJesaibe^ 

45 administration. This has such configuration as the above^iescribed jellied medical compositton for oral administration 
in the container which is made of synttietic resin and composed of a shell being deformable under forcing and capable 
of containing the jellied medical composition tor oral administration therein, a ring neck with a smaH diameter connected 
to the shell, and a handle serving as the ctosed end of the neck and connected to the neck in a breakable manner, 
wherein the neck is opened to provWe a spout for pouring the jeOied medical composition when the handle is broken 

so away from tt^ neck. 

In the jellied medical composition tor oral administration packed in a dsposable container aooording to the present 
invention, the content of the jelfied medical compositton tor oral administration in the disposable container is preferably 
1 to 25 ml taking ttie dose, the size and portability of the container. Into consideration. When the same amoum as the 
dose is contained, persons, who need to take it. can take a correct dose without taking an incorrect dose. 
55 In the jeOied medical coriposition tor oral administration packed in a disposable con^ 

invention, the diameter of the spout formed, when the handle of ttie disposable container is broken away fro m tfie nec k, 
is not particularly limited as tong as it has such a size that the jeUied medical conposition for oral administration Is 
pushed out of tiie spout of the container to give the size easily to be taken, for exanple, swalowed without mastication. 
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Specifically, it preferably ranges from about 1 to 15 mm The diameter of the spout is d^ermined depending on tte 
strengtfi of the jellied medfeal composition for oral administration and symptoms of the patients. 

Accorc^ to the jelfied mecfical composition for oral administration packed in a disposable container of the present 
invention, any jellied medical composition tor oral administration as desaibed above can be used as the jellied medical 
5 composition for oral administration packed in the container without particularty being NmHed. It is preferable to use the 
jellied medical composition for oral admintslration tiaving a specilic base composition of the present inventioa that is, 
the base containing can^ageenan and locust bean gum. preferably in addition to these compormnts. polyacrylic acid or 
a partly neutralized product or salt thereof, in view of preservation statMlity. 

In the disposable container used in the present invention, the shell is deformable under fbrctng so as to push out 
10 the jellied medical composition for oral administration. Accordingly, the strength of the jellied medical composition for 
oral administration packed in the container is preferably about 30 to 800 g so tfiat the patients are not burdened witti the 
power necessary fa pushing. 

In this connection, the jelly strength is defined as fdllows. A jelly is prepared in a 200-ml beaker. The beaker is 
placed on the measuring table of rheometer CR-200D (manufactured by Kabushiki Kalsha San Kagaku). When the 
iS pressure-sensitive bar for the jelly strength test is inserted into ttw jelly at the position of 20 mm from tiie surlace, the 
maximum load is measured to serve as the jelly strength. 

In the disposable container used in the present invention, the handle may be broken away from the neck by means 
of scissors. H the handle is made breakable by twisting or folding it against the shell, it is convenient, particularty when 
taking the composition at a visiting place. 
20 A set Of the disposable containers used in the present invention can be prepared by senaUy connecting a number 
of container and making them separable from each other. In such a form, it is convenienl to care and carry the jeltted 
medk:al composition for oral administration. 

The jenied mecfical composition for oral administration packed in the disposable container of the present inventkm 
can be obtained t>y incorporating the jelled medical composition for oral adnvnistratksn in the disposable container. 
25 Acoording to the present invention, the jelSed medical composition tor oral admirvstration prepared by the £dbove- 
described method is packed, prior to its gelation, in tiie disposable container in a predetermined amount in accordance 
with the usual method and sealed to give the jellied medical composition tor oral administration packed in ttie disposa- 
ble container having the aboveKlescribed shape. Thereafter, the jeNied medical compoeition tor oral adnMstration gels 
in the container. When taking it. tii e resulting gel is crushed into an ap prop ria te size to be taken when it is pushed out 
30 of the spout of the container. 

As descrit>ed above, since the jellied medical composition for oral administration packed in ttie cfeposable corv 
tainer of the present inventkxi is crushed into an appropriate size to be taken when it is squeezed out of the spout of 
the container, it can be easily swallowed without mastication. When a bedrkjden patient with dysphagia takes the jelfied 
medtoal composition for oral administration, there is no risk that the patient chokes over the oompositton. Thus, tiie jel- 
js lied medk»l compositton tor oral adbninistration packed in the disposable container of the present invention is highly 
useful in bott) of easiness to take and safety and greatiy contributes to inf>roveoon^ 

Next, embodiments of the jelHed medical conposition tor aal administration packed In the disposable container of 
the present invention will be illustrated based on Fig. 1 through Fig. a 

Fig. 1 through Fig. 4 each shows an embodiment of the jellied medical composition tor oral administration packed 
40 iri the deposable contains (hereinafter naybe referred to as ''comaineO Of the p^ 1 shows its front 

view. Fig. 2 shows its sMe view. Fig. 3 shows its top view, and Fig. 4 is its oblique view showing the configuration at the 
time of use. 

Container 1 is farmed in one united body with soft synthetic resin and has sheO 2. neck 3, and handle 4. Shell 2 is 
composed of upper part 2a whose sectton is in an about elliptical ring tonri and plain board-like Ioa^ part 2b. The sec- 
4S tion of the tip of upper part 2a gradually becomes smaller upward. The inside of 

a predetermined amount of the mectical compositton for oral administ'ation is contained. Upper part 2a is formed to be 
detormable under forcing by nipping it by fingers. 

Neck 3 is connected with the tpper end of upper part 2a of shell 2. Neck 3 is in a hoOow ring fomn and its inner 
space is communicated with storage part 2c 
so Handle 4 is connected with the upper end of neck 3. Handle 4 connected with neck 3 has round body part 4a capa- 
ble of dosing ttie inner space of neck 3 and plain board part 4b rising from the upper surface of round body part 4a 
Thick part 4c is formed around plain board pert 4b. 

Connecting part 5 ¥which connects round body part 4a of handle 4 with neck 3 is made thinner than the other parts. 
Connecting part 5 is broken when handle 4 is twisted against shefl 2 so that the tp of neck 3 is opened to form spout 6. 
55 Fig. 4 shows a configuration that connecting part 5 is broken as desaibed abova In this configuration, when upper 
part 2a of shell 2 is pressed by nipping it by fingers, the jelBed medical oomposHton tor ortf administration in storage 
part 2c is pushed out through spout 6. 

Fig. 5 through Rg. 7 show another embodiment of the jellied medical composition for oral administratton packed in 
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the disposatJie container used in the present invention; Ftg. 5 is its front view, F»g. 6 is rls side view, and Rg. 7 is its 
oblique view showing the configuration at the time of use. tn the folkMnng. the same nunnerats are used for the same 
parts as in the jtfed medical conposition for oral administration packed in the disposable container as explained for 
Fig. Y through Fig. 4 to omit their e4)ianation and only differences from the atxyve jellied medical composition tor oral 

5 administration packed in the disposable container are demonstrated. 

Shed 2 and handle 4 are tonmed to have the same width over their full length. Boaid-fike part 2d tormed at the upper 
end of upper part 2a of shell 2 is connected with handle 4 to form one united body. Connecting part 7 therebetween is 
made thinner in a breakable manner. 

Neck 3 is made extremely short in the axial direction and formed between shell 2 and handle 4 in a thin constricted 

w form. Neck 3 is connected with cylindrical part 4d formed at handle 4. The inner space of neck 3 is dosed by cylindrical 
part 4d. 

In this container 1. neck 3 and connecting part 7 are broken when handle 4 is twisted against shell 2 and the tip of 
neck 3 is opened to form spout 6. Fig. 7 shows a configuration that neck 3 and connecting part 7 are broken as 
described above. In this configuration, when upper part 2a of shell 2 is pressed by nipping it by fingers, the |^ied med- 

15 ical composition for oral administratkjn in storage part 2c is pushed out through spout 6. 

In both containers 1 above, since the jellied medical compositxxi for oral admtnistFation is crushed when it passes 
through spout 6. patients can easily take it without coughing and being choked. Thus, it is very safa Further, a spoon 
and the like tools subserving administratfon are not necessary because the oompositfon can be directly administered 
to the patierit's mouth from spout 6 of oonftainer 1 . If the oonleni of the jellied m 

20 In stomge part 2c is made the same as the doee. persons, who need to take it can tato its co^ 

an incon'ect dose. In both containers 1 above, spout 6 can be opened without using scissors or the like. Thus, it is 
extremely convenient, particularly when taking it at a visiting place. 

If a set erf containers 1 is tonned by serially connecting a nunter of them and each container 1 is made separable 
from each other, it is beneficial to care or cany the jellied compositton. Rg. 8 is a front view showing an emtxxiimeni ol 

£5 the atx»/e<tescribed set of containers 1 prepared by serially connecting a ninte 
each conteiiner 1 are made thin so as to be easUy broken by hand. 

Brief Description of the Drawinos 

30 Fig. 1 isafromviewof an enrtedimem of the jellied medical compositton tor ora^ 
posable container of the present invention. 

Fig 2 is a side view of an ennbodiment of the jellied medical composition for oral administralion packed in the dis- 
posable container of the present inventton. 

Rg. 3 is a top view of an embodiment of the jeUied medtoal composition for oral administralion packed In thedis- 
35 posatsle contsuner of the present inventton. 

Fig. 4 is an obique view sfwwing a configuration of an embodiment of the jellied medical compositkyi for oral 
administration packed in the deposable container of the present invention at the time of use. 

Fig. 5 is a front view of another embodiment of the jeWed medtoal oompoeltton for oral admMstratton packed in the 
disposable container of the present invenlfon. 
40 Fig.6isasideviewofanotherent)0dimemofthejel)iednradcalcomposi^ 
disposable container of the present inventfon. 

Fig. 7 is an Qblque view showing a configuration of another embodiment of the jellied medfoal compositfon for oral 
administraifon packed in the disposable container of the present inventfon at the time of usa 

Fig. 8 is a front view showing another embodiment of the jellied medfoal compositfon for oral adnMstration packed 
45 in the dsposable container of the present invention, which is a set of pforal containeiB serially connected. 

Best Mode hf Carrying out the IrwqntiQQ 

The present invention wiO be desaibed more speciffoally with reference to Examplee as foflCMS. 

so 

Examples 1 and 2: Domoeridone iellv 

ConponentsB as listed in Table 1 were weighed and dissolved by heating at 80''C This was maintained at 70 to 
60*C and component A was added thereto to give a suspension. A 5 g portfon each d the resulting suspension was 
55 distributedtoeachofdisposableoontainersserially connected. The oontamers were sea^ 

obtain 13 sets ddomperidonesuspensfon Jellies contained in the dteposabto container^ which were 

the same as shown by the front view of Fig. 8 except that a set of three containers were serially connected. The seriaDy 
connected disposable containers used in this Example had an opened spout with a diameter of 4 mm. The completely 
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same containers as these were used in the sukssequent Examples. 



Tabte 1 



Component 


Blending amount (wt%) 


Component A 


Example 1 


Example 2 


Donperdone 


0.2 


0.2 


Component B 






K-carrageenan 


0.3 


0.25 


Locust bean gum 


0.3 


0.25 


Sodium polyacrytate 




0.01 


Sodium citrate 


0.25 


0.25 


Citric acid 


0.05 


0.05 


D-scrt>ito< 


17.0 


12.0 


Methyl paraben 


0.03 


0.03 


Purified water 


81.87 


86.96 



Examotes 3 and 4: Acvdotfir ielltf 

25 

Components 8 as listed in TaUe 2 were weighed and dissolved k)y heating at SO^C. This was maintained at 70 to 
60*C and component A was added thereto to give a suspension. A 5 g portion each of the resulting suspension was 
distributed to each of (Ssposabie container serially connected. The containers vvere sealed by fusion and cooled to 
obtain 1 3 sets of 3 disposable containm serially connected, for each Example, which were containing acydovv sus- 
30 pension jelly. 



Table 2 



Component 


Blending amount (wt%) 


Component A 


Example 3 


Example 4 


Acyclovir 


8.0 


8.0 


Component 6 






jc-carrageenan 


0.4 


0.5 


Locust bean gum 


0.4 


O.S 


Sodium polyacrytate 




0.01 


Sodium citrate 


0.25 


0.25 


Citric acid 


0.05 


0.05 


D-sorbitDl 


17.0 


12.0 


Methyl paraben 


0.03 


0.1 


Purified water 


73.87 


78.59 



Ex^TOte 5: Sodiwm Igygpfpfgn jelly 

55 Components B as listed in Table 3 were weighed and dissolved by heating at dO^'C This was maintained at 70 to 
60**C and component A was added thereto and dissolved therein. A 5 g portion each of the resulting solution was dis- 
tributed to each of disposable container serially connected. The containers were sealed by fusion and cooled to obtain 
1 3 sets of 3 cf sposable containers serially connected, which were containing sodium kmprofen jelly 
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Component 


Blending amount (wt%) 


Conrponent A 




Sodium loxoprofen 


I.OO 


Conrponent B 






0.25 


Locust bean gum 


0.25 


Sodium polyacrylate 


0.01 


Sodium citrate 


0.25 


Citric acid 


0.05 


D-sort)itol 


12.0 


Methyl paraben 


0.1 


Purified water 


85.73 



20 

C^amptft fi' Famoftidine ieilv 

Conponents B as listed in Table 4 were weighed and dissolved by heating at SO^C. This was maintaned at 70 to 
25 60»C and coirponeni A was added thereto and dissolved therein. A 5 g portion each of the rasutling solution was dis- 
tributed to each of disposable container serialiy connected. The containers were seaM 
1 3 seis of 3 disposable oontainers serially connected, which were containing famotidine jeH)^ 



Component 


Blending amount (wt%) 


Component A 




Famotidine 


0.40 


Conponent B 




ic^arrageenan 


0.25 


Locust k)ean gum 


0.25 


Sodium polyacrylate 


0.01 


Sodium citrate 


0.1 


Citric add 


0.5 


D'$ort>ftol 


12.0 


Methyl paraben 


0.1 


Purified water 


86.39 



SO Examole 7: Teffanadlne iellv 

Components B as listed in Table 5 were weighed and dissolved by heating at 80*C This was maintained at 70 to 
60*C and conponent A was added thereto and dissolved therein. A 5 g portion each of the resulting solution was dis- 
trftxited to each of disposable container serially connected. The oontainers were sealed by fusion and cooled to obtain 
55 1 3 sets of 3 disposable containers serially connected. wNch were containing teifenadine jelly- 
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Tables 



Conrponent 


Blending amount (wt%) 


Component A 




Terfenadine 


1.20 


Component B 




ic-carrageenan 


0.35 


Locust bean gum 


0.35 


Sodium polyacrytate 


0.01 


Sodium citrate 


0.1 


Citric acid 


0.5 


D-sorbitol 


12.0 


Metbyl paraben 


0.1 


Purified water 


85.39 



FIfrfftffHKft Fmmplft f>wflfltiftlly 

Components B as listed in Tatie 6 were weigtied and dissolved by heating at 80*C. This was maintained at 70 to 
25 60°C and component A was added thereto and dissolved therein. The resulting solution was distributed to 30 contain- 
ers for sweet jelly. The containers were sealed and coded to obtain swe^ jelDes. 



Tables 



30 


Component 


Blending amount (wt%) 




Component A 






Orange juice 


10.0 


35 


Component B 






ic'CanBgeenan 


0.4 




Locust bean gum 


0.4 




Sodium polyacrylate 


0.01 


40 


Sodium citrate 


0.25 




Citric add 


0.05 




Purified sugar 


8.0 


45 


Methyl paraben 


0.03 




Cdorant 


0.01 




Purified water 


80.85 



so [Evaluation of the jellied mecfical composition tor oral administration of the present invention] 

The jellied medical compositions for oral admintstration obtained in each Exanrple as described above were sub- 
jected to a test for easiness to swallow, a test for taking out of the container, and a stability test 

55 ( 1 ) Test for easiness to swallow 

In order to evaluate each jellied composition prepared in Example 2 and Examples 4 through 7 for their easiness 
to swallow by human subjects, jellied compositions contained in the serially oonnected disposable containers were pre- 
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pared in the same manner as described above to have the same compositions in the respective Examples except for 
using purified water in place of component A, which is an effective medical component in the compositions of the 
respective Examptes. Further, the same jellied compositions were prepared, which were not contained in the serially 
connected disposable containers tsut were allowed to gel in the containers usuafly used for jelly Ibr food. The jellied 

5 compositions for conrparison with those of Example 2 and Examples 4 through 7. which were allmed to gel in the con- 
tainers usuafiy used for jelly for food, were designated as sample Nos. 1 to 5. while the jellied compositions contained 
in serially connected disposable containers fa comparison with those of Example 2 and Examples 4 through 7 were 
designated as sanple Nos. 6 to 10. 

Tlie thus-obtained jellied composition sample Nos. 1 to 10 were subjected to a test for easiness to swallow by 12 

10 panelists (the respective panelists were designated as A through L). 

Eachpanelisttookaspoonfulofeadiielhed composition of sample Nos. 1 to 5 using a sp0(»t With respect fo the 
jellied compositions contained in the disposable containers of sample Nos. 6 to 10. each panelist opened one container 
for each jellied conrposrtion. put the jellied corrposition directly into the mouth from the spout of the container, and then, 
swallowed it. Subsequently, the sensory evaluation tor easiness to swallow (textue felt at the throat) was performed 

15 based on the following criteria. For comparison, using commercially available food for swallowing aids as highly viscous 
liquid compositions, the sensory evaluation for easiness to swallow was peiformed by the same 12 panelists as above. 
The results are shown In Table 7. 

(Criteria for evaluation) 

20 

<§> : easy to swallow 

O • slightly easy to swallow 

£i : slightly difficult to swallow 

XrdifficuittoswaHow 

25 

Table 7 



30 


Sample No\ Panelist 


A 


B 


C 


D 


E 


F 


G 


H 


I 


J 


K 


L 


Sample 1 


O 


O 


0 


0 


O 


O 


o 


O 


o 


o 


O 


o 




Saaple 2 




0 


0 


A 


o 


0 


A 


0 


0 


0 


o 


A 


35 


Sample 3 


A 


o 


o 


O 


o 


o 


O 


0 


0 


o 


o 


O 




Sample 4 


O 


o 


o 


0 


o 


o 


O 


o 


o 


o 


o 


O 


40 


Sample 5 


O 


0 


0 


0 


o 


0 


O 


0 


o 


o 


o 


O 




Saaple 6 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 




Saaple 7 


O 


© 


© 


o 


o 


© 


o 


© 


© 


© 


o 


O 


45 


Saaple 8 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 




Sample 9 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


SO 


Saaple 10 


@ 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 




Food for 




























smllowing aids 


X 


X 


A 


X 


A 


X 


X 


X 


A 


X 


X 





55 

The same results as above were obtained when the same tests were carried out for the jeOied compoeilions of 
Example 1 and Example 3. 
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From these results, it can be understood that the jellied medical conpositions (or oral administration of the present 
invention have remartably Improved easiness to take as confpared with the conventional highly viscous liquid conpo- 
sitions. PartiGuiarty, the jellied medical conpositions for oral administration in the disposable container of the present 
invention are aushed irrto appropriate pieces when pushed out through the spout of the container and are to be taken 
5 with solidity suitable for swallowing and with good texture. whk:h reveals that the compositions have great easiness to 
take. 

(2) Test for taking out 

ic The test for taking out o1 the container was carried out using 3 sets of 3 containers serially connected, namely 9 
containers in total, of each jetlied medical conposition tor oral adnninistFatbn in the disposable container obtained in 
Examples 1 to 7. As a result all of the jellied conpositions were taken out without adhering to the containers. 

(3) Stability test of the jellied medical conpositions for oral administration 

15 

Ten sets of 3 containers serially connected, namely 30 containers in total, of each jellied medk»l conpo5itk)n for 
oral admintstratk>n In the disposable container obtained in Exanpie 2 and Exanples 4 to 7 and 30 sweet jellies in the 
containers obtained in Reference Example were allowed to stand for 3 months at 40^C and 75% RH. Thereafter, the 
jellied conpositions were taken out of aU of the containers and obsen^ by naked ^es as to whether syneresis 
20 occurred or not. 

As a result, there was found litUe syneresis among all the jellied compositk)n8 of the above Exanples and sweet 
jel&es of Ref^ence Exanpie prepared by using, as a base, canageenan. locust bean gum. and sodium potyacrylate. 

From this resuh. it can be understood that the jellied medical conrposftnns for oral administration of the present 
invention containing a base having a specific conposition do not cause syneresis even in ttie mecfical level test and 
25 retain preservation stability 

lDdysttjaL/W!cat?liity 

the jelfied medk:al compositions for oral admintslFatkm of the present invention can be easily taken even by 
30 patients of advanced age or patients with dysphagia. Further, the jellied medical oompositkins fbr oral adnrinistralion off 
the present invention containing a base having a specific conposition do not easily cause syneresis and retain preser- 
vation stability at the medical level in terms of maintenance of appearance and pH of the conpositton and maintenance 
of dispersibiltty and the contents of the effective components in the conpositkHi. Furthermore, a predetermined dose 
of the jellied conposition can be taken with solidity suitable fa swallowing and with good texture when using the jellied 
35 medk^l conpositions fbr oral administratk)n in the disposable container of the present invention. Thus, safety and eas- 
iness to take the mecfical conposition for oral administratkxi are secured for, particularly, patients of advanced age or 
patients with dysphagia, and inproved oonpGance can be expected. 

aakns 

40 

1 . A jellied medical conpositkm tor oral admintstratton. 

2. The jellied medical conposition for orsri administration according to claim 1. which oonprises. as a base, carra- 
geenan and kxust bean gum. 

45 

3. The jellied medical composition for oral administratkxi according to claim 2, wherein said canageenan is contained 
in an anmnt of 0.01 to 1.0 wt% based on the total weight of the oonpositiGn. 

4. The jellied medical composition for oral administration according to daim 2, wherein said loouat been gum is con- 
so tained in an amount of O.oi to 1 .0 wt% based on the total weight of the conrpositkyi. 

a The jellied medcal conpositian for oral administration according to daim 2, which further comprises, as the base, 
polyacrylic acid a a parDy neLitralized product or salt thereof. 

55 6. The jellied medical conposition for oral administration according to daim 5. wherein sakj salt of polyacrylic add is 
sodium potyacrylate. 

7. The jellied medical conposition fbr oral administration according to daim 5. wherein sakf polyacrylic add a partiy 
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neutralized prcxfcjct or sattttiereof is contained inanairnuntof 0.005 to 0.05 wt%t>ased on the total weight of the 
composition. 

8. The jellied medical composition fa oral administration acoofding to claim 1 . which is contained in a disposable oon- 
5 tainer made of a synthetic resin and composed of a shell toeing deformable under forcing and capable of contaii^ 

the jellied medical composition for oral administration therela a ring neck with a smaB diameter connected to the 
sheH. aivi a hande serving as the dosed end of the neck and connected to the neck in a bretioble manner, 
wherein the neck is opened to provide a spout for pouring the jellied medical composition tor oral administration 
when the handle is broken away from the neck. 

to 

9. The jellied medical oonrYXDSition for oral administration in the disposable container according to daim 8. wherein a 
content of the jellied medical composition for oral administralion in the disposable container is equal to a dose of 
the oompositton. 

15 1 0. The jellied medicai compositkxi for oral administration in the disposable container according to claim 8. wherein a 
diameter of the spout formed when the handle is broken aw^ firom the neck ranges from 1 to 1 5 mm. 



20 



25 



30 



35 



45 
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